• a careful assessment of risks and benefits,
• have a reasonable likelihood of benefit to the population studied and • be conducted by suitably trained investigators using approved protocols, subject to independent ethical review and oversight by a properly convened committee. • The protocol should address the ethical issues and indicate that it is in compliance with the Declaration. • Studies should be discontinued if the available information indicates that the original considerations are no longer satisfied.
• Information regarding the study should be publicly available.
Statistical Logic: Inductive Inference
A scientific theory need to be falsifiable…… -ie, we try to reject a Null-Hypothesis (H0) π = π µ = µ OMERACT-OARSI Response:
KOOS-Pain Average:
Intervention Placebo
Intervention Placebo
Correlation:
Meta-Analysis
(your study will be part of one!)
• A meta-analysis combines the results of several studies that address a set of related research hypotheses
• Enables a generalization to the population of studies • Higher statistical power to detect an effect than in any single study
• "Easier" to read 1 overall paper instead of all the individual papers
• Systematic Review: -The application of scientific strategies that limit bias to the systematic assessment, critical appraisal and synthesis of all relevant studies on a specific topic • Meta-Analysis: -Statistical method(s) to combine (means and standard errors) and summarize the results of several studies; not necessarily systematic -"simple" estimation across Systematic review and/or Meta-analysis "A good meta-analysis can only be based on a thorough systematic review!"
The choice vary with the type of data at hand…..
OMERACT-OARSI Response:
KOOS-Pain Average:
Intervention Placebo
Correlation: From 100 simulated studies, we would expect 5 "significant" by chance (P≤0.05) * * * * * The question is: "What will happen if we only get access to "significant" findings"?
= Evidence-based medicine gets useless! Is it difficult to win on the Roulette?
No it is not! ; But it is difficult to get money out of it You shouldn't be too impressed if a colleague tell you it's possible to "win" (without knowing how much they've gambled for)
You shouldn't trust a p-value without knowing where it came from Impressed?
Since March 2016 -leading "statistical authorities" have banned the use of p-values My POV: In order for the OA-community to "trust a significant finding", a pre-specified protocol needs to be available to the public! Before initiating a study:
(ask yourself) Would the null-finding be exciting on its own?
The first set of questions should be asked envisioning the null-hypothesis to be rejected (p<0.05) -What will the scientific quality of the study be as rated by peers?
-What will the practical relevance of the study be as rated by the end-user? 
META-RESEARCH:
Far too many meta-analyses? Too many metaanalyses recent years (almost 100 in 2016) -incl. redundancies Meta-research can help us explore various limitations in current res. practice
